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DETAILED ACTION 

The Examiner acknowledges the response and amendment filed April 7, 2010. 
Furthermore, the case has been transferred to Examiner Kai Raj an for further prosecution. 

Allowable Subject Matter 

The indicated allowability of claims 12 and 14 - 23 is withdrawn in view of the rejections 
presented below. 

Response to Arguments 

Applicant's arguments have been considered but are moot in view of the new ground(s) 
of rejection. The finality of the previous action has been withdrawn, and a new non- final 
rejection is presented below. 

Claim Rejections - 35 USC § 101 

35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or composition of matter, or 
any new and useful improvement thereof, may obtain a patent therefor, subject to the conditions and 
requirements of this title. 

Claims 15, 16, 22 and 23 are rejected under 35 U.S.C. 101 because the claimed invention 
is directed to non-statutory subject matter. In particular, the claims are drawn to a process, and 
process claims must: 1) be tied to a particular machine or apparatus performing the essential 
steps of the method; or 2) transform underlying subject matter such as an article to a different 
state or thing. In this case, the claims fail to recite the machine performing the process steps, 
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such as a processor. As such, numerous steps of the method are interpreted as mental steps. 
Furthermore, the method of receiving input, administering therapy, and receiving indications 
does not result in a transformation of an article. 

Claims 12, 14, and 17 are rejected under 35 U.S.C. 101 because the broadest reasonable 
interpretation of "computer readable medium" includes carrier waves, which are not patentable. 
The Examiner suggests claiming "a non-transitory computer readable medium" to overcome this 
rejection. 

Claim Rejections - 35 USC § 112 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

Claims 1, 15, 21, and 22 are rejected under 35 U.S.C. 1 12, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. In particular, it is unclear in the step of "receiving a first 
indication [at the at least one processor] whether the treatment therapy is acceptable" and 
"receiving a second indication [at the at least one processor]" whether the processor generates 
the first and second indications, or whether the processor merely receives the indication 
manually input by a user or communicated from a remote location. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 
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A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or 
on sale in this country, more than one year prior to the date of application for patent in the United States. 

Claims 1 - 8, 11, 12, and 14 - 23 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Ward et al. U.S. Patent No. 5,713,923, cited by Applicant. 

1 . (Currently Amended) A method for performing trial screening with a medical device 
system, the medical device system providing treatment to a patient with a nervous system 
disorder, the method comprising: 

(a) receiving a first input into at least one processor relating to a location of treatment 
therapy delivery (Column 8 lines 29 - 54, Column 9 lines 40 - 67, column 10 lines 1 - 34, table 
II sensors receive data from specific brain sites which is fed into a microprocessor with 
associated brain coordinates for analysis); 

(b) receiving a second input into the at least one processor about a set of therapy 
parameters that is associated with a treatment therapy (Column 8 lines 36 - 54, column 9 lines 5 
- 14 levels and ranges programmed by clinicians regarding sensed parameters as thresholds for 
changing or providing therapy); 

(c) administering a treatment therapy by the at least one processor in accordance with the 
first and second inputs (Column 3 lines 13-35, column 6 lines 15-26 microprocessor controls 
drug delivery and electrical stimulation in response to measured sensor parameters at specific 
brain locations and thresholds or ranges set by a clinican); and 

(d) receiving a first indication at the at least one processor whether the treatment therapy 
is acceptable to the patient and a second indication at the at least one processor whether to utilize 



Application/Control Number: 10/687,344 Page 5 

Art Unit: 3769 

the first and second inputs, wherein the second indication is determined by evaluating a criterion, 
wherein the criterion is selected from a group consisting of a detection frequency of the 
neurological event, a duration of the neurological event, an intensity of the neurological event, 
and an electrographic spread of the neurological event (Column 4 lines 66, 67, column 5 lines 1 - 
25, column 6 lines 15 - 25, column 8 lines 21 - 54, column 9 lines 5-35, column 10 lines 1-60 
stimulation and drug delivery are controlled in a closed loop system by the microprocessor. 
Stimulation and drug dosages are modified depending on seizure activity of the patient as 
detected by the sensors. Therefore, when an amount and frequency of seizure activity is detected 
that exceeds preset limits, therapy is determined unacceptable and is modified until sensed 
parameters are within acceptable limits). 

2. (Previously Presented) The method of claim 1, further comprising: 

(e) if the first indication indicates that the treatment therapy is acceptable and if the 
second indication indicates that the first and second inputs are to be used, applying the treatment 
therapy at a future point in time (Column 4 lines 66, 67, column 5 lines 1-25, column 6 lines 15 
- 25, column 8 lines 21 - 54, column 9 lines 5-35 therapy is delivered after the evaluation of 
sensed parameters and preset limits, which is a future point in time). 

3. (Original) The method of claim 1, wherein the nervous system disorder is selected 
from the group consisting of a disorder of a central nervous system, a disorder of a peripheral 
nervous system, a mental health disorder, and a psychiatric disorder (Column 3 lines 13-22 
neurological disorder such as epilepsy is treated). 
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4. (Original) The method of claim 3, wherein the nervous system disorder is selected 
from the group consisting of epilepsy, Parkinson's disease, essential tremor, dystonia, multiple 
sclerosis (MS), anxiety, a mood disorder, a sleep disorder, obesity, and anorexia (Column 3 lines 
13-22 neurological disorder such as epilepsy is treated). 

5. (Original) The method of claim 1, wherein the treatment therapy is selected from the 
group consisting of electrical stimulation, magnetic stimulation, drug infusion, and brain 
temperature control (Column 3 lines 13-35, column 6 lines 15-26 microprocessor controls 
drug delivery and electrical stimulation). 

6. (Original) The method of claim 1, wherein the treatment therapy is provided to a 
location of a body selected from the group consisting of a brain, a vagal nerve, a spinal cord, and 
a peripheral nerve (Column 8 lines 29 - 54, Column 9 lines 40 - 67, column 10 lines 1 - 34, 
table II specific brain sites are monitored and treated). 

7. (Original) The method of claim 1, wherein the medical device system is selected from 
the group consisting of an external system, a hybrid system, and an implanted system (Column 3 
lines 13-38 implanted system). 

8. (Previously Presented) The method of claim 2, further comprising: 
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(f) in response to step (e), if the treatment therapy is not successful, repeating steps (a)- 
(d) (Column 4 lines 66, 67, column 5 lines 1 - 25, column 6 lines 15 - 25, column 8 lines 21 - 54, 
column 9 lines 5-35 stimulation and drug delivery are controlled in a closed loop system, where 
closed loop systems continuously modify an output based on feedback received from sensors. 
Treatment is continuously modified until sensor parameters are within acceptable limits). 

1 1 . (Previously Presented) The method of claim 1 , wherein the evaluating in (d) 
comprises: 

(i) obtaining treatment data during the trial screening session, wherein the treatment 
therapy is applied (Column 8 lines 29 - 54, Column 9 lines 40 - 67, column 10 lines 1 - 60, table 
II sensors receive data from specific brain sites before, during, and after treatment); 

(ii) obtaining comparison data during a neurological event screening session, wherein the 
treatment therapy is not applied (Column 8 lines 29 - 54, Column 9 lines 40 - 67, column 10 
lines 1 - 60, table II sensors receive data from specific brain sites before, during, and after 
treatment), and 

wherein the comparison data correspond to the treatment data; 

(iii) deleting a portion of the comparison data corresponding to a blanking interval of the 
treatment therapy; and (iv) calculating a difference between the treatment data and the 
comparison data in order to determine the efficacy of the treatment therapy (Column 8 lines 29 - 
54, Column 9 lines 40 - 67, column 10 lines 1 - 60 efficacy of treatment therapy determined 
based on collected data over time regarding seizure activity compared to previous data to modify 
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therapy in a closed loop system and determine the most effective therapy schedule, dosing, and 
stimulation/drug combination). 

12. (Original) A computer-readable medium having computer-executable instructions for 
performing the steps recited in claim 1 (Column 3 lines 13-35, column 6 lines 15-26 method 
is implemented on a processor and computerized system). 

Claims 14 - 23 are rejected on substantially the same basis as claims 1 - 8, 1 1, and 12 
above, by Ward et al. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Kai Rajan whose telephone number is (571)272-3077. The 
examiner can normally be reached on Monday - Friday 9:00AM to 4:00PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Henry Johnson can be reached on 571-272-4768. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 
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Application Information Retrieval (PAIR) system. Status information for published applications 

may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 

applications is available through Private PAIR only. For more information about the PAIR 

system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 

system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
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/Kai Raj an/ /Henry M. Johnson, III/ 

Examiner, Art Unit 3769 Supervisory Patent Examiner, Art Unit 
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